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Lilly Comments to  

FDA Draft Guidance for Industry, Clinical Laboratories, and FDA Staff; In Vitro 
Diagnostic Multivariate Index Assays 

Docket No. 2006D-0347 
 
 
Eli Lilly and Company appreciates the opportunity to comment on the FDA Draft 
Guidance; In Vitro Diagnostic Multivariate Index Assays. 
 
As a pharmaceutical company that values the benefits of tailored therapeutics, we could 
see how in vitro diagnostic multivariate index assays (IVDMIAs) could play an important 
role in this area.  We applaud the Agency for its effort to clarify the regulatory 
requirements with respect to IVDMIAs.     
 
The premarket and postmarket requirements outlined in this draft guidance appear to be 
reasonable with the least burdensome approach to manufacturers.  We support FDA’s 
efforts to clarify the regulations and develop policies to address various issues regarding 
IVDMIAs.  We look forward to continuing to work with FDA in this area.   
 


